Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 11 of 2 5 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19,2003 


Group: 

1616 


Other Documents 



Examiner 
Initial 


No. 


Author, Title, Date, Place (e.g. Journal) of Publication 




/ 


Advertisement for "Stop 'n Grow" manufactured by The Mentholatum Co Ltd East 
Kilbride, Scotland G74 5P3. 






Ayiiiiii, U., eldl. "AinyluiU, AmyluiU-liiduLeis, Cylukines diid 1 lidi/y Meldl& in Gciapie^ 
and Other Human and Animal Subacute Spongiform Encephalopathies: Some / 
Hypotheses", Med. Hypotheses, 40(2): 113-1 16 (1993). / 






Akers, M.J., et al., "Glycine Crystallization During Freezing: The Effects ofcgalt Form, 
pH, and Ionic Strength", Pharmaceutical Research 12(10):1457-1461 (>095) 






sAkoh, et al., "One-stage synthesis of raffinose fatty acid polyesters^. Food Sci 
53s1570-1 576 (1987). / 






Alberts, B., et al., Molecular Bioloav of the Cell. 2 nd ed.. Garland Publishing inr r.h 9 
page 58X989). / 






Aldous, et alXjhe Crystallization of Hydrates from Amorphous Carbohydrates" Crvo- 
Letters, 16:181-"hQ6 (1995). / ' 






Allen, D.J., etal. "Determination of the DegreeTof Crystallinity in Solid-Solid Equilibria" 
J. Pharm. Sci., 58:1190H193 (1969). / 






Allison, S.D., et al., "Mecha>S^ms of Brotection of Cationic Lipid-DNA Complexes 
During Lyophilization", JournaPQi^pharmaceutical Sciences 89(5) 682-691 (2000) 






Allison, S.D. and AnchordoquyfThbmas J., Lyophilization of Nonviral Gene Delivery 
Systems, METHODS IN M0LECULARSMEDICINE, NONVIRAL VECTORS FOR GENE 
THERAPY, Ch. 18, p 2^252 (Mark A. FiNJeis ed., Humana Press 2001) 






Amidon, G.E., et aj/'Powder Flow Testing in>reformulation and Formulation 
Development", pharm. Manuf., 2: 20-31 (1985). \^ 






Anchordoqu^Thomas J., Physical Stabilization of D^ Based Therapeutics 6(9) DDT 
463-470^May2001). \ ' w ' 






Anejswe, J., et al., "Relaxation Constants as a Predictor of PTbtein Stabilization" 
ptfcalorimetry: Applications of Calorimetry in the Biological Science, J.E. Ladbury and 
B.Z. Chowdhry, editors, John Wiley & Sons, pp. 243-251 (1998) 






Drug Absorption and Availability", Modern Pharmaceutics, 3 rd edition G>S Banker et 
al. (eds), Marcel Dekker, Inc., pp. 145 (1996). \ 






Bandara, G., et al., "Interarticular Expression of Biologically Active Interleukin 
^t^"^"^ 0 "' 55 * Protein b V Ex Vivo Gene Transfer", Proc. Natl. Acad. Sci., \ 






Barnett, A.H., "Exhubera Inhaled Insulin: A Review Int. J. Clin Pract 58(4)- 394-401 
(2004). 






■Boll, J.H., otal., "Dry Powder Aerosols I: A New Powdei lnhdldliun Device", J Pivaui) 

Sci., 60(10): 1559-1504 (OUubei 1971). — — " ; 



Examiner: 



Date Considered 



Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 12 of 25 
(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 







Belopol'skaya, T.V., et al., "The Effect of Water as Natural Plasticizer on Thermal 
Properties of Denaturated DNA Studied by Calorimetry 4 VESTNIK SANKT- 
PETERSBURGSKOGO UNIVERSITETA SERIYA, pp. 16-22, abstract only 2 pqs 
(1999). y ' Hy ' 






J3jg^bee 1 etal. "Solid State Liability of Insulin: ComparisoriolQr^am^-arvi " 

Af^oipfioTlS-f^^ 7418 pa g e s . 
279 (1993_L-__— _ — - = ^^^ e== ^-~~-----_____ 






Blakeley, et al., "Dry instant blood typing for bedside use^Tli7?c^t^3*-8S4^a5Ai1_99^. 
Bogelein, J., et al., "Influence of Amorphous Mannitol on Powder Properties of Spray 
Dried Trehalose/Dextran Mixtures", [on-line] [retrieved September 2005] Retrieved from 
the Internet, <URL:http://www.Dharmatech. unierlanqen.de/APV 03/boqelein Ddf> 2 
pages (2003). 


. — 




•^QQ^smaJlPR^etal., B-Cyclodestnn as an Excipient in Suliil Oml Piw u}r~rnr7F^- | n 
Vitro and In VivolvaluaEZan.ir OpiHy Pi icnSazepan-B-Cvcloriesrrin Products" 
-inlimrmronal Journal of Pharmaceutics 51 :213-223 (1989) " 




5 


Bosquillon, C. etal., "Aerosolization Properties, Surface Composition and Physical 
State of Spray-Dried Protein Powders", Journal of Controlled Release, 99: 357-367 
(2004). 




C> 


Branca, C, et al., "Destructuring effect of trehalose on the tetrahedral network of water: 
a Raman and neutron diffraction comparison", Physica A 304 314-318 (2002) 






Branchu, S., et al., "The Effect of Cyclodestrins on Monomeric Protein Unfcjdiaa* 

■BiQcglonmetry: Applications of Calorimetry in the Biological SciQOJsesrT^Ladbu'r\/ and 
B.Z. CTvo^db^eds.), John Wiley & Sons, Ltd., 29J 5 3e j rTI^98) 






Branchu, S., et al., "HycToxypttL^^ Inhibits Spray-Drying-Induced 
J^gg^^^ Sciences 88(9): 905-91 1 






-Bfange, et al., "Chemical Stability of Insulin. I. Hydrolytic DegradaTlDTh&jrjjTq Storage of 
Pharmaceutical Preparations", Pharmaceutical Research 9(6)- 715-726^1992^------^_ 




7 


Breitenbach, J., Melt Extrusion: From Process to Drug Delivery Technology", 
European Journal of Pharmaceutics and Biopharmaceutics 54' 107-1 17 (2002) 






Broadhead, J., et al., The Effect of Process and Formulation Variable on the£fepeTfies 
of Spray-Drive B-Galactosidase", J. Pharm. Pharmacol. 46(6)- 458j£&7-t3une 1994) 






Broa-dttead^et al., "The Spray Drying of Pharmaceuticals^ Drug Development and 
Industrial Pharrrtae^p. 1169-1206 (1992). 






Brown, A Therapeutic P^&ra^gHrre^pongiform Encephalopathies" Antiviral 
Chem. Chemother. 1 (2XJ€^f\^T^-^ 






Buitink^luJia^et-aCH/sf/7 Critical Temperature^jve-I&May Contribute to the Stability 
ofjBiekJgTcal Systems, 79 BIOPHYSICAL JOURNAL. 1 119^f+2S.fA.ini,st ?nnm 




Burvall, et al., Storage of Lactose-Hydrolised Dried Milk: Effect of WaTeT-Astiyity on the 
| Protein Nutritional Value", Journal of Dairy Research 45: 381-389 (1978) 



Examiner: 






Date Considered J 



Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered Include" 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 13 of 25 
(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19,2003 


Group: 

1616 


Other Documents 





o 


Byron, Peter R., et al., Drug Carrier Selection - Important Physicochemical 
Characteristics RESPIRATORY DRUG DELIVERY, 5 th Ed, Interpharm Press 103-1 13 
(1996). 

.J3yst£orr^et al., "Microcalomiifii^ A Novel Technique f-^r^hnrnfitrrirntiniTTTf ~~ 






Pow3e7s~7T^e^»*^«T^^ IV p 2\h Hi!' ( I'l'TTf 
--eargen^c. InnrH-reraT., "kational DeETCJli ur Glubl*j-l_y___Tjlized Protein Formulations: 
"Some Practical Advice", Pharmaceutical Res., 14(8): 969^97?TT^^'^ — — — -— _ 






Casselyn, M. et al., Time-Resolved Scattering Investigations of Brome Mosaic Virus 
Microcrystals Appearance D58 ACTH CRYST. 1568-1570 (2002) 






Caughey, et al., "Sulphated Polyanion Inhibition of Scrapie-Associated PrP_^-~- — 
Accumulation in Cultured Cells", J. Virol., 67(2): 643-650 (1993J^-— 




/c? 


Chan, eTaT^F^raiyJatoi of Vaccine AjuvantJVUijamTfanp^ptides (MDP). 1. 
Characterization of ArioTphe-us^aj^^ of a Muramyldipeptide 
Analogue", P/7armace^iieef^eseaAc777 T 5f8^23_:527 (1988) 






ChanJiak4tfrfCet al., "Solid State CharacterizatiorToTSpfayJ^jled Powders of 
-Recombinant Human Deoxyribonuclease (RhDNase)", JournalofpyrarmscQutical 
Sciences, 87(5): 647-654(1998). 




II 


Chan, Hak-Kim, et al., "Physical Stability of Salmon Calcitonin Spray-Dried Powders for 
Inhalation", Journal of Pharmaceutical Sciences, 93(3): 792-804 (2004) 

-ChayjarO^et a | ■ Effect of Rise in Simulated InspiratoryRpjALRBte-^e^arTiHT 

Parfrcle~SL:e ui i hHwodtr Fmptyjntj Frnm Pry rViwtJeTTnhlTeTs^MPS Pharmsni 9000- 




i z 


7 pages (2000). — — — _ ______ 

Chavan, V., et al., "Novel System to Investigate the Effects of Inhaled Volume and 
Rates of Rise in Simulated Inspiratory Air Flow on Fine Particle Output From a Dry 
Power Inhaler", AAPS Pharmsci 2000, 4(2) article 6 [on-line] Retrieved from the Internet 
<URL: http://www.pharmsci.orq> 6 paqes (2002) 






Chavan, V, et al., Effect of Particle Size and Rise in Simulated Inspiratory FlowRate^" 
on Device Emptying in a Dry Powder Inhaler SYstem", [on-line] [retrieved-6i70^2005] 
"■Retrieved from the Internet <URL' 

http://wv?Wraa&sph 1 999/1 OJ34dTtm^Tpaqe (1999) 




13 


Chawla, et al., "PTottosUc^of Spray Drie^a+btitamol Sulphate for Use in Dry Powder 
Aerosol Formulation", InternaTix^si^pumal of Pharmaceutics, 108 233-240(1994) 




'1 


Chiou, etal., "Pharmacetiticil ApplicationVeiiiplid Dispersion Systems" J Pharm 
60(9): 1281^3erfl971). ^^-~^____ 






J^lefaTia\ et al., "The Development of Stable Protein FormulatioTls^s^jCJose Look at 
Protein Aggregation, Deamidation and Oxidation", Critical Reviews irTfTfSra&eutic Drug 
Carrier Systems, 1 0(4): 307-377 (1993). ^^^__ 




IS' 


Clme, D., et al., "Predicting the Quality of Powders for Inhalation", Respiratory Drug 
Delivery VIII, p. 683-685 (2002). 






Clme D., "Predicting the Quality of Powders for Inhalation from Surface Energy and 
Area", Pharmaceutical Research, 19(9): 1274-1277 (2002) 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Passe 14 of 25 
(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 




n 



Considine, G.D., et al., Van Nostrand's Scientific Encyclopedia . 9 th edition, Vol. 2, 
Wiley-lnterscience, John Wiley & Sons, Inc., Definition of Vaccines: pp. 3591-3592 
(2002). 



Constantino, et al., "Moisture-Induced Aggregation of Lyophilized Insulin", 
Pharmaceutical Research, 11(1): 21-29 (1994). 




Constantino, H.R., et al., "Effect of Mannitol Crystallization on the Stability^and Aerosol 
Performance of a Spray-Dried Pharmaceutical Protein, Recombinant Humanized Anti- 
^ ~ Monoclonal Antibody", Journal of Pharmaceutical ScienceSsSftfl): 1406-1411 
(199T 



Craig, I D /e s SgL "Maillard Reaction Kinetics in Model Preservation Systems in the 
Vicinity of the Gla^sjransition: Experiment anfiKheory", J. Agric. Food Chem. 49(10' 
4706-4712 (2001). ' 



Crommelin, etal., "Liposoml 
editor: 73-190 (1994). 



TTe^C^a^r 



er 3, Colloidal Drug Delivery Systems, J. Kreuter, 




Crowe, et al., "Are Freez^ and Dehydhrtipn Similar Stress Vectors? A Comparison of 
Modes of Interactipj^m Stabilizing Solutes wittsBiomolecules", Cryobiol 27- 219-231 
(1990). 



Crowajefal., "Interactions of Sugars with Membranes"? 
94^67-384 (1988). 



■himica et Biophysica Acta, 



Crowe, John H., et al., 
73-103 ( 



'The Role of Vitrification in Anhydrobiosis' 



Physiol., 



Crowe, Lois M., et al., "Is Trehalose Special for Preserving Dry Biomaterials?^ 
Biophysical Journal, 71: 2087-2093 (1996). 



D'Cruz, N. "Relationship Between Protein Thermal Stability and Glass Transition in 
Gelatin Polyol and Gelatin-Water Mixtures", PROCEEDINGS OF 2004 MEETING I FT 
July 12-16, 2004, Las Vegas, NV, Session 17E, Food Chemistry: Proteins, [on-line] 
[retrieved 1 1/08/04] Retrieved from the Internet <URL: 
http://ift.confex.com/ift/2004/techprogram/paper_23066.htm> 1 7E-4 (2004). 
D'Hondt, "Possible Approaches to Develop Vaccines Against Hepatitis 
• " ' " v .S48-S52 (1992). ~ ~ 



jy_k_uxUA/heyT2~T^ of the Dry ingCo7idl!!o7TsVAte*M^Da/r/ J 36' 2 1 1 - 
229(1982). ' 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 15 of 25 
(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 





/ 


J3ali2y i _RJ^ i etaL : ^ropletS Drying and Flftr.trostatir. Cnllprtinn a Mcw^AHrvrrttfluSTZ 

ConventloTiarcoWrTtr^^ Sciences 3 

-(1/2): OQT^OidSJ (1992)! ' — 

Dalby, R.N., et al., "Inhalation Therapy: Technological Milestones in Asthma 
Treatment", Advanced Drug Delivery, 55: 779-791 (2003). 






Dalby, et al., "Relationship Between Particles Morphology and Drug Release Prgpertfes" 
After Hydration of Aerosols Properties Containing Liposome Forming Inyj^dtgnts^ 
-Rbarmaceutical Research, 5(10): S-94, Abstract PD 888 (1988)^-^^'^ 






DarringtDfvetal^ "Evidence for a Common Intermedjate-iTfTnsulin Deamidation and 
Covalent DimeT^cQaation: Effects of pH an&Afttfihe Trapping in Dilute Acidic 
Solutions", Journal of Prlamiaceutic^LSderices, 84(3): 275-282 (1995) 






DeCarlo, S., et al., "Unej^este^ftypexlyof Trehakose as Observed by Cyro-Electron 
Microscopy", JourpsHsfMicroscopy, / \96(^~4Q^5 (1995). 






DeYouj}g r >Trie~AeroDose Multidose Inhaler DeviceTJfestgxiand Delivery 
J^afacteristics", Respiratory Drug Delivery VI, p. 91 (1998)?^-^ 






Dose, etal., "Survival in Extreme Dryness and DNA-Single-Strand Breal^Adyances 
in Space Research, 12(4)221-229 (1992). 




20 


During, M.J., et al., "Long-Term Behavioral Recovery in Parkinsonian Rats by an HSV 
Vector Expressing Tyrosine Hydrosylase", Science, 266(5189): 856-857 (November 
1994). 






Edwards, A.D., et al., "Crystallization of Pure Anhydrous Polymorphs ofC^rJsafrraze^Tne 
4ay_SjOjution Enhanced Dispersion with Supercritical FluiG^iS^DS^T^/ouma/ of 
PharrnadevtieaLSQiences, 90(8): 1 1 15-1 1 24J20O4)r-" — 






Edwards, et al., "Large^PoKias-Ranjci^ for Pulmonary Drug Delivery" Science Vol 
276, pp. 186^l&v4-tJune 1997). — — _____ 
•-HeTTTfieTio, et al., "Role of the Trehalose Carrier in DehydTaTToTrResistejnce of 






Saccharomyces Cerevisiae", Biochimica et Biophysica Acta, 1156: 263^2^TT993)___ 
Elkordy, et al., Integrity of Crystalline Lysozyme Exceeds that of a Spray-Dried Form", 
International Journal of Pharmaceutics, 247: 79-90 (2002). 

■^hfreir^rr^MuhcahQn as an Approach to rrwnnror-nrvati,-.n" -r. r y*hinT™ v o-i /inv 






Fakes, M., etal., "Moisture Sorption Behavior of Selected Bulking Agents Used in 
Lyophilized Products", PDA J. Pharm. Sci. Techno!. 54(2) 144-149, Abstract only [on- 
line] [retrieved 09/25/05] Retrieved from the Internet <URL: 
http://www.ncbi.nlm.nih.gov.> (2002). 






Finar, I.L., "§14. Trehalose, m.p. 203°C", under "Carbohydrate" OrgarjjcXb^ffttstTy^^ 
Voir-3T-5iej220chemistry and the Chemistry of Natural ^Rad4JGtsr5 tb ^a r it]o7iLonqman 
page. 323 (19S67- ______ — — 






Forbes, RJ : ^_et_al___^^ Physical Stability of a Series 
__tSpf_7^Dned Protein/Sugar Powders for lnhalatic7?7^7o77777a^«t£_;armacet/r/ca/ 
Sciences, 87(11): 1316-1321 (1998) " 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Page 16 of 2 5 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 







Franks, "Freeze Drying: From Empiricism to Predictability", Cyro-Letters, 11 .93-4413" 
-Q990). l*-^ 






Franl<s7~TVteteda[s_Science and the Productionof^betf=STable Biologicals", 
Pharmaceutical Tecftnotegk^^nterr^ (October 1991). 






Franks, "SeparatiojiJjnpfeve^T^ of the Basic Scientific 
Principlesl^ocessS/oc/?em/s?/y, 24(1): iii-vii(T98S)7---___ 
-Franks, "Accelerated Stability Testing of Bioproducts: AttractioTisaTTdHaitfaJIs", 




0 7. 


TIBTECH, 12: 114-117(1994). 

Fukuoka, et al., "Glassy State of Pharmaceuticals. V. Relaxation During Cooling and 
Heating of Glass by Differential Scanning Calorimetry", Chem. Pharm. Bull 39(8)- 2087- 
2090 (August 2001). 






"Chapter 89— Oral Solid Dosage Forms, "In Remington's Pharmaceutical Sciences, 18 th 
Edition, Mack Publishing Co., Gennaro, A.R., pp. 1646-1647. 






Gonda, et al., "Characterization of Hygroscopic Inhalation Aerosols", In: Particle Size 
Analysis, (Eds. N.G. Stanley-Wood and T. Allen, Wiley Heyden Ltd., NY) pp 31-43 
(1981). 






JBreejT^jrtal., "The Protein-Glass Analogy: Some lnsightsfrornJlcjiK>pepttcte 

Comr^nslJns^r^-fi^ 98:J37^0J37-90iATjmT994T^ 






_GreejT 1 _ej^L r J^h6^^ andlTifMc^tloTHfl-Sacc^ Solutions and the 
Trehalose Anomaly", J. Phys. Chem., 93: 2880-2882 (1989)^ " 




n 


Gupta, A., et al., "Single Virus Particle Mass Detection Using Microresonators with 
Nanoscale Thickness", Applied Physics Letters, 84(11): 1976-1978 (2004). 






Hahn, et al., "Solid Surfactant Solutions of Active Ingredients in Sugar Esters^ - — ~~ 

•Pharmaceutical Research, 6: 958-959 (1989). _____ -* — ' 






HancockreTal-T^Hy/loJeciJlar^obility of Amgipheus^^ Solids Below Their 
Glass Transition Tempera^rs^^tiaimaceutical Research, 12(6): 799-806 (1995) 






Hancock__Bj_vet^^ Effect of TemperaTDTe-efUZVaterVapor Sorption by Some 
-Amorphous Pharmaceutical Sugars", Pharmaceutical De^elbTymeM-aod Technoloqv 
4(1): 125-131 (1999). 






Hancock, et al., "A Pragmatic Test of Simple Calorimetric Method for Determining the 
Fragility of some Amorphous Pharmaceutical Materials", Pharm. Res 15(5)- 762-767 
(1998). 






Hanes, et al., "Porous Dry-Powder PLGA Microspheres coated with Lung SurfaetantToT 
-Systematic Insulin Delivery via the Lung", Proc. Int'l. Symp. ConioiURet^ibactive 
Marte?T24-S7-=54i1997). - — 






Harwood, C.F., "Comp^ctitm-Effe 
Sci., 60:161-163 (1971J - ■ 


ct_g ; n-^towT J roperty Indexes for Powders", J. Pharm. 






Hatle^B-J4rMreTal., "Stabilization of Labile MateTiaT^by-Aooxy^hous Carbohydrates 
-QtSss Fragility and the Physiochemcial Properties that make TTeTfalDse^Syperior 
Excipient", Pharmaceutical Research, 13(9 Suppl.) PDD 7165: S274 (1996^~^~----~-_ 






"Pfizer and Inhale Therapeutic Systems Enter Pulmonary Insulin Collaboration for Dry 
Powder Aerosol Delivery", Health News Daily, Vol. 7, No. 13, pp. 4-5 (January 1995) 


Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pasel7of25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 







Heitefuss, R., et al., "The Stabilization of Extracts of Cabbage Leaf Proteins by 
Polyhydroxy Compounds for Electrophoretic and Immunological Studies", Atehrves of 
Biochemistry and Biophysics, 85: 200-208 (1959). ^^ > ^~ 






TTe+tej^Martin C, et al., " Protein Formulation and LypophilizatkrrfCycle Design: 
Prevenlic^QfDamage Due to Freeze-Concentrationjodticed Phase Separation 63 
BIOTECHNOLDGX& BIOENGINEETING, 166^73(1999) 






Herrington, T.M., et alT^'f^sjco-Ch^ on Sugar Glasses. I. Rates of 
Crystallization", Journal of Fq$&>Zgghnology, 19: 409-425 (1984). 






Hickey, A. J. et al., /BeJaarvoir of Hygro^CopicPharmaceutical Aerosols and the 
Influence of HydreplTobic Additives," Pharmaceutical Research 10(1 ):1-7 (1993) 






Hickeyj^r-tTet al., "Methods of Aerosol Particle Size^Skaraterization," Pharmaceutical 
Ipbalation Aerosol Technology 8:2 1 9-253 (1 992). 






Hoener, Betty-Ann et al., "Factors Influencing Drug Absorption and~>vaijability" Modern 
Pharmaceutics. Gilber S. Banker pt al p.Hr Marr.Pi npkkpr inr rhanteM^eii 1^1 
noo(iyyb). \. 






Ibrahim, A. L. et al., "Sprah Vaccination With an Improved F Newcastle Disease 
Vaccine. A Comparison of Efficacy With the B1 and La Sota Vaccines " Br Vet J 
139:213-219 (1983). 

-kjnkl, N Pt nl , "The Inhibition of thp. Maillarrl Rnnrtinn hy I I yUuu |||-VMl ' --"~7~~7^ 




30 


-D4aeeies^ou. 34(b):4UJ-407 (199T77ncTu7?mg-Eiiylisli db^ffl^t 

Iglesias et al., Adsorption Isotherm of Amorphous Trehalos", J. Sci. food Aq he 75 183- 
186(1997). y 






Jameel, F. et al., Freeze Drying Properties of Some Oligonucleotides", Pharmaceutic 
Development and Technology 6(2): 151 -157 (2001). 






Jovanovic-Peterson, L. et al., "Jet-injected insulin is associated with decreased 
antibody production and postprandial glucose variability when comDafe%with needle 
""injected insulin in gestational diabetic women," Diabetes Care 16fTl)- 1479- 1484 
(Novtefuber 1993). 






Kachura^TWettnod of Drying Lactic Acid Bacteria," VjAedelie I Vinogradarstvo SSSR 
2:49-50, English^Abstract only, one page (1985L^^^ 






Kanna, K. et al., "Dehaturation of Fish Mu^ete'Protein by Dehydration" Bull Tokai Reg 
Fish. Res. Lab. 77:70-76 ERgJish absifStct (1974). 






Karmas. R. et al., "Effect of GI^CTransition on Rates of Nonenzymatic Browning in 
Food Systems," J. Agric. F&6d C/7emMfJ:873-879 (1 992) 






Khan, R. ChemistrvAtlcl New Uses Of SifCFose: How Important?" Pure & Appl Chem 
56(7): 83 3-844 (J£84). 






Khan, R/pyelic Acetals Of 4, 1 ',6'-Tncholoro-4, 1 \6 ,: TTtcleoxy-Galacto-Sucrose And 
Theh^Gonversion Into Methyl Ether Derivatives," Carb. Re><98-275-283 (1990) 






JSteln, T. M. et al., "High Velocity Microprojectiles For DeliveringNucleic Acids Into 
Living Cells," Nature 327:70-73 (1987). 






Labuza el al., Glass Transition Temperatures of Food Systems", [on-line]>etrieved 
09/2005] Retrieved from the Internet <URL: httD://facultv.che.umn.edu/fscn/Ted\ 
Lebuza/PDF files/Isotherm Folder/Tq%20comrJilation.pdf > pp 1-31 (January 1992)\ 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Page 18 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 







Labrude, P. et al., "Protective Effect of Sucrose on Spray Drying of OcxyhemogloiiiRr — ' 
Journal of Pharmaceutical Sciences. 78(3):223-229 (1989). — — ' 






"t^jyfOet al., "Solid-State Chemical Stability of Proteinsajad-PepTTdes", Journal of 
Pharmac&Htf€3]JSciences 88(5):489-500 (1999). — ■ — ' 






Laube, B. L. et al.7^TafgetingAerosol_p^pesm6n in Patients With Cystic Fibrosis, 
Effects of Alterations in Particle=S«Cand Inspiratory Flow Rate", Chest M 8(4)- 1069- 

lU/O \£\J\J\J). — ■ — ^— 






Ledl.R^etaJ^flew Aspects 0 f the Maillard ReacTiDTwa^pods and in the Human 
3o&fTAng. Chem. Int. Ed. Engl. 29:565-594 (June 199oT~~~~~~^_ 






Lee, C. K. Developments in Food Carbohvdrate - 2nd edition Applied~S?Trp>ficF! 
Publishers, London, Table of Contents, 4 pages (1 980). ^"^--^ 




11 


Lee, G., ' Spray Drying of Proteins," Chapter 6, Rational Desiqn of Stable Protein 
Formulations, Theory and Practice, J. F. Carpenter & M. Manning, pp 135-158 (2002) 






Lehninger, Albert L. The Molecular Basis of Cell Structure and Function^— 
-BIOCHEMISTRY, Chapter 31 , 859-890 (Worth Publishers Ina^Snd-gaition 1975) 






LeslieTBrB^^taL^^ehalose and sucrose protecjjsethlriembranes and proteins in 
intact bacteria dunnTaTywg^4pp/. Ejoiu-mcfobioi. 61(10): 3592-3597 (1995) 






Leuner, C. et al^lrnpiowtg-eTu^ Delivery Using Solid Dispersions", 
EuropeaaJ&wrraTof Pharmaceutics and Biopharhlaceutics50:47^60 (2000) 
-tSvine et al., Another View of Trehalose for Drying and StabifizTRg-Bieiogical 






Materials," Biopharm 5:36-40 (1992). " ~-— 
Li, Z. et al., Realistic In Vitro Assessment of Dry Powder Inhalers", Respiratory Druq 
Delivery VIII, pp. 687-689 (2002). 






L4jnr-S_zX^taL/^o^Particles of Drug-B-Cyclodextrin loriuskM^Gempte 
^22^^^^^^ Ttiul ^^^mmmional Journal of Pharmaceutics, 
-56:249-259 (1989). 




32 


Liu, Jinsong et at., "Dynamics of Pharmaceutical Amorphous Solids: The Study of 
Enthalpy Relaxation by Isothermal Microcalorimetry", Journal of Pharmaceutical 
Sciences 91 (8): 1853-1 862 (2002). 




S3 


Louey, M. D. et al., "Controlled Release Products for Respiratory Delivery" APR 
7(4):82-87 [on-line] [retrieved 09/20051 Retrieved from the Internet < URL:' 
http://www.americanDharmaceuticalreview.com, article.asDx7article-77> 


1 1 pages (2004). 






Louis, P. et al., Survival Of Escherichia Coll During Drying And Storage In The^- "~ 

Presence of Compatible Solutes" Appl. Microbiol. Biotechnol 41 -684^88^994) 






TtreekeLaet al., Effects of Formulation and Process VariateteTon the Aggregation of 
Freeze-Dnea-+Htex!eukin-6 (IL-6) After Lyophiligatierrgndon Storage", Pharmaceutical 
Development and TecfTrrofog^ 3(3)^337-34671 998) 






Masinde, Lwandiko ^^ahr^T^rSSolize^^ueous Suspension of Poly(L-lactic Acid) 
MicrospheresA-ffltJ International Journal ofPTrafmaoeutics, pp. 123-131 (1993) 






jMaeKenzie, Collapse During Freeze Drying-QualitatiWiWsLiactitative Aspects " 
Freeze Drying and Advanced Food Technology, edited by Goldbnt}TTtey~aad 
Rothmayr: 277-307 (1975). ' 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 19 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 



Makower, B. etal., "Equilibrium Moisture Content and Crystallization_ofJ! 
:ose," Agric. And Food Chem.Aj&l 



Martin, A. et at., StatesjDDaaBSFwrtf^^ PHARMACY, 
Bl^SlCAtr-etimrCALPRINCIPLES IN THE PH^Rl\?rAT^tfflGAt-SOEJvlCES, 3rd 
ed., Chapter 4, 62-92 (1983). 



2,1 



Masters, K. SPRAY DRYING HANDBOOK, England; Longman Scientific & Technical, 
5th ed., pp. 640-642(1991). 



Masters, K. SPRAY DRYING HANDBOOK, England; Longman Scientific & Technical 
and John Wiley & Sons, Inc., 5th ed., pp. 309-352 (1991). 



3k 



Masters, K SPRAY DRYING HANDBOOK, 5th ed., Chapters 13 and 15, pp. 491-537 
and 587-642 (1991). 



Matsuda, Y. et al., "Amorphism and Physicochemical Stability of Spray Dried,-- 

■ "rusemide," J. Pharm. Pharmacol. 44:627-633, received NovejribflP-7^^9 T(1992). 



MatterTret-Qi^T^rmulation of Proteins in VaajunaJ^tetJ-GIasses. II. Process and 
Storage StabilityirTSTigaf-Ej^eAr^^ Pharmaceutical Development & 

Technology 4(2): 199-2 "" 



3? 



Molina, M. C. et al., "The Stability of Lyophilized Lipid/DNA Complexes During 
Prolonged Storage," J. Pharm. Sci. 93(9):2259-2273, abstract only, one page, [on-line] 
[retrieved 09/2005] Retrieved from the Internet <URL: http://www.ncbi nlm n ih qov> 
(2004). ° ~ 



Monnier et al., Mechanisms of Protection Against Damage Mediated by the Maillart 
Reaction in Aging Gerontology 37:152-165 (1991). 



Mouradian, R. et al., "Degradation of Functional Integrity During Lorn 
"~ '" -.eeze-Dried Biological Membrane", Cryobiology 22. 119-1: '" 



rm. Storage of 



MoynTrTafkgtal., "Dependence of the Glass Transition Temperature on Heating and 
Cooling Rate^e/^Pftys/ca/. Chem. 78(26): 2673:2677^1974). 



Muller, et al., "On the^ttflyence of MolecyJarFbrces on the Deformation of an Elastic 
Sphere and It's Sticking toa^igjdjaafie 1 ', J. Colloid Interface Sci., 77: 91 (1080). 



Mumenthaler, M. et al^Te^8Tt5lTity^Stuclyon Spray-Drying Protein Pharmaceuticals: 
Recombinant Humaj>6f6wth Hormone afaKCissue-Type Plasminogen Activator " 

Clinical Rese£j&fV\(\): 12-20 (1994). ' 

MurpjiyHB^R. etal., "Chapter 19: Immunization AgainsTVtfuses", in Fields of Virology . 
Edition, Volume 1, Raven Press, pp. 469-502 (1990). 



Murphy, Brian R. et al., Fields Virology. Volume 1 . Chapter 16 Immnyrmatinn Against 
Virus Disease, 467, at page 468, first full paragraph, first column, lines 26-3>teernard 
N. Fields et al. eds., Lippincott-Raven Publishers, 3rd ed. 1996). 



3i 



Mutterlein, et al., "New Technology for Generating Inhalation Aerosols— Preliminary 
Results with the Piezoelectrical Pocket-Inhaler", J. Aerosol Med., 1: 231 (1988). 



Nabel. G. J. et al., "Direct Gene Transfer With DNA-Liposome Complexes ir 
Melanoma," Proc. Nat]. Acad. Sci. 90:11307-11311. 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 20 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 




HO 



Nabel, G. J. et al., "Immunotherapy of Malignancy by In Vivo Gene Transfer 
Tumors," Hum. Gene. Ther. 3(4): 3 99-4 10 (August 1992) Abstract_ojily4oT^Ine] 

idJ12/21/04] Retrieved from the Internet < URL hto^/wwvTn^i.nlm. nih.gov/ 
entrez/quelYrfe<^cmq^Retrieve&db=pub 
" ' " " lalatio 



Natarajan, P., Crystallization Conditions for VIPER Entries [on-line] [retrieved 11/04/04] 
Retrieved from the Internet <URL: http://www.xtal.tsinqhua.edu.cn/researcb/qroLips/ 



web/materialA/irus%20Crystallization%20Paqe.htm >5 pages (last updated Jan. 



2002) 



Niven, R. W., "Delivery of Biotherapeutics by Inhalation Aerosol," Critical Revig 
Therapeutic Drug Carrier Systems, 12(2&3):151-231 (1995). 



, "Delivery of Biotherapeutics by Inhalation. 
Technologyf2^-%0~Uu\l 1993). 



sis," Pharmaceutical 



Norberg, J. et al., "Glass TraQgitieaarr^NA From Molecular Dynamics Simulatiorh' 
Proc. Natl. Acad. Sci^ySA~93\ 1 01 73-T* " 



Nottej^&H+^Physical Chemistry and Physiological ^Acffirity^iU^ulmonary Surfactants", 
Surfactant Replacement Therapy (Eds. Shapiro and Nottei7AlaTT-R^4js§, Inc New 
York), Chapter 2, pp. 19-71 (1989). 



4/ 



Odegard, P. S. etal., "Inhaled Insulin: Exubera", The Annals of Pharmacotherap / 
39:843-853 (2005). 



Ohtake, S. et al., "Effect of pH, Counter Ion and Phosphate Concentration on the'Glass 
Transition Temperature of Freeze-Dried Sugar-Phosphate Mixtures", Pharmaceutics 
Research 21(9):1615-1621(2004). 




fera et al., "Glass Transition of Dehydrated Amorphous^ 
Japan 41 (9):222 (1968). 



Owens, D. R. et al., "Alternative Routes of Insulin Delivery," Diabetic Medicine 2C~ 
— (2003). 



Palmer, K.J., et al., "X-Ray Diffractometer and Microscopic Investkja] 
^rystatfeatioax£AnTcj^ Sucrose", AgnculturaLan€tf 77- 
(January 1 " 1 "" 



"oTTGTass. II The Transition Betwei 
Case of Glucose", Journal of Physical Chemistry 1366-1379 (T928T" 



Examiner: 


Date Considered 











copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 21 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 




Patel, M. M. et al., "Degradation Kinetics of High Molecular Weight Poly(L Lactide) 
Microspheres and Release Mechanism of Lipid: DNA Complexes", Journal of y 
Pharmaceutical Sciences, 93(10): 2573-2584 (2004). 



Pearlman et al 

Hormone and Tissue Plasminogen Activator", Therapeutic Peptides andPfoteins. 
Formulation, Delivery and Targeting. Cold Spring Harbour, New Yorly^p. 23-30 



Formulation Strategies for Recombinant Proteins: Human Growth 

^Proteins 



;ekarek et al., "Double-walled polymer microspheres for controlle^Kcirug release 
x ' >re 367:258-260 



E. et al., "Size Reduction of Peptides and Proteins^fy Jet-Milling", Respiratory 
Drug Delivery VI, pp. 161-167 (1998). / 



Pikal, M. J-.^^jreeze-Drying of Proteins Part II: Formtrfation Selections," Biopharm 
3(8):26-30 (Octbfaer 1990). / 



Pikal, M. J. et al., "The^ Stability of Insulin in Crystalline and Amorphous Solids: 
Observation of GreatehStability for the Amorphous Form", Pharmaceutical Research 
14(10):1379-1387(1997) x 



Pikal et al., "Thermal Decomp* 
Pharmaceutical Science 66(9) 



of Amorphous (3-Lactam Antibacterials", Journal of 
1316 (September 1977) 



Pikal, M. J. et al., Errata of/The StaBmtv of Insulin in Crystalline and Amorphous Solids: 
Observation of Greater Stability for the A>qprphous Form," Pharmaceutical Research 
15(2):362-363(1 "~ ' 



Pine, S. H. et aL/f5-3 Oligosaccharides and Polysaccharides, " Organic Chemistry, 4a' 
editioir McGraw -Hill International Book Company/paae 763 (1980). 



Pisecky^T'2. Evaporation and Membrane Filtration J 
Manufacture, Niro A/S, Denmark, page 3 (1997). 



jndbook < f lk_P< , der 



Pocdiiari, M. et al., "Amphotericin B: A Novel Class of Antiscrapie Drugs," J Infect Dis 
* 4o(5):795-802 (November 1989). __V 



Prestrelski, S. J. el al., "Optimization of Lyophilization Conditions for^Recornbinant 
Human lnterleukin-2 by Dried-State Conformational Analysis Using Fouher-Transform 
Infrared Spectroscopy," Pharmaceutical Research 12(9):1250-1259 (1£ 




Prestrelski, S. J. et al., "Separation of Freezing- and Drying-Induced Denaturalten of 
Lyophilized Proteins Using Stress-Specific Stabilization," Archives of Biochemistry 
Biophysics 303(2 :465-473 (June 1993). 



'Aerosols, Metered-Dose Inhalers, and Dry Powder Inhalers", Pharmacopeial Previews 

22(6): 3065(1996). 

ULC^_ProteinScience 4(2):148, Abstract No. 490-T (199; 



Ramanujam, R. < 

" i c7fn/gtyeTl4(3):470-473 (1993). 



lJV}oJe£ujajJ3iology Reagents," 



Ringe, D. et al., "The Glass Transition in Protein Dynamics: What it is, Why it Occurs 
and How to Exploit It", Biophys. Chem. 105(2-3):667-680, Abstract only, [on-line] 
[retrieved 11/19/04] Retrieved from the Internet < URL: http://www.ncbi nlm nih g ov > 

(2003). 

'"R^es r :i PtoseJjaD sjJm c 
~ - 49-53 (11 



Examiner: 


Date Considered 







copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 


Atty. Docket No.: 


Application No.: 




0056.11 


10/644,256 


Information Disclosure 


Applicant: 




Statement By Applicant 


Weers et al. 


Page 22 of 25 


Filing Date: 


Group: 


(Use Several Sheets if Necessary) 


August 19, 2003 


1616 


Other Documents 





a J 


Rosen, Surfactants and Interfacial Phenomena", Second Edition, John Wiley & Sons/^ 
New York, pp. 326-329 (1 989). ^ 






Roser, et al., "A Sweeter Way To Fresher Food" New Scientist pp. 25-28 <M6% 15, 
1993). ^ 






Roser, B., "Trehalose, A New Approach To Premium Dried Foods^^T rends in Food Sci. 
and Tech. pp. 166-169 (July 1991). 






s Roser, B., "Trehalose Drying: A Novel Replacement For^Freeze Drying" Biopharm 4:47- 
53>9^1). / 






Sacchetti^etval., "Spray-Drying and SupercritjeafFluid Particle Generation Techniques", 
Inhalation Aervssl^. Physical and Biologjeal Basis for Therapy, A.J. Hickey, ed., Marcel 
Dekkar, New York/Ctifipter 1 1 , p. 337T1996). 






Saleki-Gerhardt, A. et ar^Wpn^sothermal and Isothermal Crystallization of Sucrose 
From the Amorphous Statef^fraupaceutical Research 1 1 (8): 1 166-1 173 (1994). 






Saleki-Gerhardt, A. et'efi., "Hydratiortvand Dehydration of Crystalline and Amorphous 
Forms of RaffinosefJouma/ of Pharmace^tttiQal Sciences, 84(3):318-323 (March 1995). 






Sambrook, al., Molecular Cloninq: Laboratory Manual. 2nd. ed.. 
"CONCENTRATING NUCLEIC ACIDS: Precipitatio>^th Ethynol or Isopropanol", pp. 
E.;Jj0*E17, Cold Spring Harbor Laboratory Press (1989)^\ 






Sanchez, J. et al., "Recombinant System for Overexpressibfkof Cholera Toxin B 
Subunit In Vibrio Cholerae as a Basis for Vaccine Development" Phye^Natl. Acad. Sci. 
USA 86:481-485 (1989). ^\ 






Sarkar and Moore, "Immunization of Mice Against Murine Mammary Turrtot^Virus 
Infection and Mammary Tumor Development," Cancer Research 38:1468-1472 (1978^ 






Satoh, Koichi, "Determination of Binding Constants of Ca2+, Na+, and CI- Ions to 
Liposomal Membranes of Dipalmitoylphosphatidylcholine at Gel Phase by Particle 
Electrophoresis", Biochem. Biophys. Acta 1239:239-248 (1995). 






Schamblin and Zografi. "Enthalpy Relaxation in Binary AmorphousJVIixliu^ss-eoT^^ 
'Sucros^Eharmaceutical Research 15(12): 1828-1j53J40eeeTTTr5e7T998). 






Schebor, C. et aC"Xotef~EoxgaJ^ Browning in Amorphous, 
Glassy, AnhygjsHiSrJVtederS^temsV^ 65:427432 (1 999). 






-SehTaTTTTC'The Language of Colloid and Interface ScieTTceTTVeMio^arxofTerms'', , 
American Chem. Soc, pg 157 (1993) — 1 






Sciarra et al., "Aerosols", Remington's Pharmaceutical Sciences, Chap. 93, 17" Ed., 
Mack Publishing Company, Alfonso R. Gennaro, editor, pp. 1662-1677 (1985). 






Sebhatu, T. et al., "Assessment of the Degree of Disorder in CiystallineSolids-by- — ' "~ 
Jsgjthermal Microcalorimetry," International Journal of Pharmacejjiiesr^S^A^AAA 
(1994T^^^ ' 






Sellers, S. P. et airTT7ry4 a ew4e ; re^f^tatefeT :r rotein Formulations From Aqueous 
Solutions PreparexjJJsjng-SCTp^rcTi^^ Aerosolization", Journal of 
PharmasejjtiearSciences, 90(6): 785-797 (200Tjr~"-------^_ 






-Serajuddin, A. T. M. et al., "Effect of Thermal History on the Glassy-State4jf____^ 
Indapamide," J. Pharm. Pharmacol. 38:219-220 (1986). 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Pase 23 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 



Shalaev, E.Y._eJjl i JlStFHetaraTl3!^^ Processes in 

:arbohydrates and Their SupersatuTa^e^Soltrtfefls^lj^Crtem. Soc. 
Faraday Trans. 91 (10): 151 1-1517 (1995). 



Sharma, V. K. et al., "Effect of Vacuum Drying on Protein-Mannitol Interactions: The 
Physical State of Mannitol and Protein Structure in the Dried State", AAPS 
PharmSciTech 5(1) Article 10:1-12 [on-line] [retrieved] Retrieved from the Internet 
URL: http://www.aapspharmschitech.org> (2004). 



Singer et al., "Thermotolerance in Saccharomyces Cerevisiae: the Yin and Yang c 
Trehalose", Tibtech 16:460-468. (1998). 



Skrabanja et al., "Lyophilization of Biotechnology Products" PDA J 
48(6):311. 



The Glassy State PhenomenojUfrfoi 
Sfafe in Foods , Blarretaa jd & Lillford, editois^35^T01 (199 



ood Molecules,' 
(1993). 



The Glassy 



Slade and Levine, "Non-Eqi 
Pure and Applied Chemistj 



lavior of Small Carbohydrate-Water Systems," 
1^1-1864 (1988). 



Sokolov et al., "GJassyTJynamics in DNA:T^ote<tby Water of Hydration" Journal of 
Chemical £nys 1cs 1 10(14):7053-7057 (1999). 



mna, Mauro et al., Stabilization Against Thermal Ina&rvation Promoted by 
Sugars on Enzyme Structure and Function: Why is Trehalose Mor§~&(QQtive Than 
Other Sugars? 360(1) ARCHIVES OF BIOCHEMISTRY AND BIOPHYSICS" 
Article No. BB9809606, (December 1998). 



50 



Sonner, C. et al., "Spray-Freeze-Drying for Protein Powder Preparation: Particle 
Characterization and a Case Study With Trypsinogen Stability", Journal of 
Pharmaceutical Sciences 91(10):2122-2139 (2002). 



S7 



Spi Polyols™ "What are Polyols? What do Polyols do? What are Polyols' 
functionality?", [on-line] [retrieved 06/25/04] Retrieved from the Internet <URL: 
http://www/spipolvols.com/whatarepolvols.html > one page (2003). 



Stribling, R. et al., "Aerosol Gene Delivery in Vivo," Proc. Natl. Acad. Sci. 89:1127Z- 
11281 (December 1992). 



Strickley, R. G. et al., "Solid-State Stability of Human Insulin II. Eff^ct-oTWater on 

Jye Intermediate Partitioning in Lyophiles from pH 2-5^etrjfions: Stabilization 
AgainsTe-ewatent Dimer Formation", Journal of Phanpac^utical Sciences 86(6):645-653 
(1997). 



Strom, A. R. and Kaaserr>L^rehalossHvTelabolism in Escherichia coli: Stress 
Protection and Stress Regula^JFWjfpene Expression", Molecular Microbiology 
8(2):205-210(1993)^ 



Stubberud, LeUr^The Use of GravimetryT^T^Tej Study of the Effect of Additives on 
the MojsJjdH ! e^1nduced Recrystallisation of Amorphous^State", International Journal of 
wceutics 163:145-156 (1f ~~' 



Sukenik et al., "Enhancement of a Chemical Reaction Rate by Prope>Qcientation of 
Reacting Molecules in the Solid State", J. Am. Chem. Soc. 97: 5290-529 I^SBptember 
1975). 



Date Considered 



Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Paee 24 of 25 
(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 



Sussich, F. et al., "Reversible Dehydration of Trehalose and Anhydrobiosis^FYam---- 
Solution State to an Exotic Crystal?", Carbohydrate Research 334^165.4^6^2001). 



iashi et al., "Induction of CD8+ cytotoxic T cells byimi»wrri2ation with purified HIV- 
1 envelope-pPQtejn in ISCOMs", Nature 344:873-^Z&-(ApfTl 1990). 



Tarara, T. et al., "CliaTaetejIzation ofSusperfsion-Based Metered Dose Inhaler 
Formulations Composed of~§pJay<Iae^ Budesonide Microcrystals Dispersed in HFA," 
J. Pharm Res, Vol. 2J<-ffo~lCpp. 1 607^T B14-Sej>t. 2004 



Tarelli, B^etrT'Additives to Biological Substance^1-44^tTe Moisture Content and 

ire Uptake of Commonly Used Carrier Agents UndergoiftgH3j32cessing Conditions 
Similar to Those Used in the Preparation of International Biological Startftak&J^Journal 
of Biological Standardization 15:331-340 (1987). 



63 



Thatcher, E., "Quantitation of Virus" [on-line] [retrieved 11/01 /041 Retrieved from the 
Internet <URL: http://www.sonoma.edU/users/t/thatcher/biol383/lab.htm > 4 pages, (last 
updated Jan. 5, 2002). 




ft 



To et al., "Collapse, a Structural Transition in Freeze Dried Carbohydrates", J. Fd. 
Technol. 13: 567-581 (1978). 




Ulrich, "Biophysical Aspects of Using Liposomes as Delivery Vehicles", Bioscience 
Reports 22(2): 129-1 50 (2002). 



Underwood et al., "A Novel Technique for the Administration of BronchodilatorJ 
Formulated as Dry Powders to the Anaesthetized Guinea Pig", J. of Ph^fnT^eftogical 
Methods, Vol. 26, pp. 203-210, 1991. 



itani, M. et al., "Protective Effect of Disaccharides on Re$t 
DunrTg-~Qr ying Under Vacuum." J. Biochem. 117:774-] 



Endonucleases 




VrojTjaflsTl-ret a |., "Studies on Tableting Properties of La&tsse^VII. The Effect of 

iriations in Primary Particle Size and Percentage of Amorphou>4^ctose in Spray 
Dried Lactose Products," International Journal of Pharmaceutics 35:29 %:: 3€LX' | 98 7 ) 



Wang, et al. eds. Stability and characterization of protein and peptide drugs , 
Contents, 6 pages (1993). 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



Form PTO/SB/08A (Modified) 

Information Disclosure 
Statement By Applicant 

Page 25 of 25 

(Use Several Sheets if Necessary) 


Atty. Docket No.: 

0056.11 


Application No.: 

10/644,256 


Applicant: 

Weers et al. 


Filing Date: 

August 19, 2003 


Group: 

1616 


Other Documents 







Welsh, D. T., "The Role of Compatible Solutes In the Adaptation and Survival of^-^ 
Escherichia coli," Ph.D. Thesis Submitted to Department of Biological SciepcesT'^ 
University of Dundee, pp. 1-262 . (August 1992). 






-WtTittier, E., "Lactose and its Utilization: A Review," J. Dairy Spfe-2f(7)505-537 (July 
1994>\ 






William andT^eo^old, "The Glassy State in Com^rrltfryos" Plant Physiology 89:977-981 
(1979). ^\ 






Williams et al., "The TempeT-atureJ3ei5endence of Relaxation Mechanisms in 
Amorphous Polymers and QtheiG"l€i§s Forming Liquids", The Journal of the American 
Chemical Society 77j^7Cfi-3707 ( 1 955)>\ 






Wolff, J. A. eLalrr^G rafting Fibroblasts Genetically-Modified to Produce L-Dopa in a Rat 
Model jjf-Pa'fkinson Disease," Proc. Natl. Acad. Sc/'. 86^011-9014 (November 1989). 






^trYTG. et al., "Amphotericin B Treatment Dissociates in Vivb>Rerjlication of the 
Scrapie Agent From PrP Acummulation", Nature 356:598-601 (AprirT902J. 






York, "Powdered Raw Materials: Characterizing Batch Uniformity," RespiraldryJ^rug 
Delivery IV, Programs and Proceedings, edited by Byron, Dalby and Farr: 83-91 (T994), 






Yoshida, H. et al., 'Absorption of Insulin Delivered to Rabbit Trachea Using Aerosol 
Dosage Form," Journal of Pharmaceutical Sciences 68(5): 670-671 (May 1979). 






Yoshinari, T. et al., "Moisture Induced Polymorphic Transition of Mannitol and its 
Morphological Transformation", International Journal of Pharmaceutics, 247:69-77 
(2002). 

-YjisiijoJ<ajyLj5[aL^ of In^m^thqnnJ: r"m th? ArrvrplHiii 1 HtiI" P'''I"W 
and AhnvplteT^lMs;* l mi i< iih n i M I " innmal of Pharmaceutical Sciences 






-83fr27rl /U0^T7^5 _ T5ecember 1994). 

Zubay, G. BIOCHEMISTRY, SECOND EDITION, pages 39 & 169, Table 5-6 Major 
Steroid Hormones (1988). 

-7ilhny, r, RIOCHFJM1SIRY, SFCOND FniTinM-pao«fi-»4fr937 "3lnn:fnTSrPmp5rtifis 






-ur DMA" (1 900): = ■ — - 

Nektar U.S. Patent Application No. 08/044,358, "Compositions and Methods For 
Nucleic Acid Delivery To The Lung" filed by Patton et a], on April 7, 1993, assigned to 
Inhale Therapeutic Systems. 






Nektar U.S. Patent Application No. 08/422,563, filed April 14, 1995, Paper No. 17, 
Office communication mailed April 3, 1998 (Patent No. 5,994,314). 



Examiner: 


Date Considered 







Examiner: Initial citation considered. Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



